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and direct the assessor to address such distinctions when reaching conclusions. Furthermore, it is not clear that risk assessment performed on an ad hoc basis would reduce the opportunity for unrecognized mixing of science and policy; indeed, carefully designed guidelines could help to inhibit such mixing.
Guidelines very different from the kinds described could be designed to be devoid of risk assessment policy choices. They would state the scientifically plausible inference options for each risk assessment component without attempting to select or even suggest a preferred inference option. However, a risk assessment based on such guidelines (containing all the plausible options for perhaps 40 components) could result in such a wide range of risk estimates that the analysis would not be useful to a regulator or to the public. Furthermore, regulators could reach conclusions based on the ad hoc exercise of risk assessment policy decisions.
Misallocation of Agency Resources to Development and Amendment of Guidelines
Critics contend that the dedication of time and resources to the process of guideline development and amendment detracts from an agency's ability to conduct regulatory activities. For example, OSHA's cancer guidelines required 3 years of effort before promulgation of the final rule in January 1980. The full rule-making record eventually exceeded 250,000 pages. OSHA itself offered some 45 witnesses who addressed the scientific content and the policy implications of the proposal, and a much larger number of witnesses appeared in behalf of other participants. The final policy consisted of more than 280 Federal Register pages of preamble and a dozen pages of regulatory text. Notwithstanding this intensive effort, the guidelines have yet to be applied, and new leadership at OSHA is in the process of reevaluating some provisions of the standard.
The procedures required by the Administrative Procedure Act are so elaborate that development and amendment of guidelines written as regulations are expected to demand more intensive effort than guidelines written as established procedures or recommendations. Regardless of the legal status given to the guidelines, their stability over time is susceptible to major changes in policy stances. However, guidelines that clearly distinguish